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DETAILED ACTION 

Claims 1-27 are pending. 

Election/Restrictions 

1 . Applicant's election without traverse of the species of the subject matter of claim 
3, in the reply filed on September 19, 2007, is acknowledged. 

2. Claims 4-7 are withdrawn from further consideration pursuant to 37 CFR 1 .142(b) 
as being drawn to nonelected species, there being no allowable generic or linking claim. 

3. Claims 1-3 and 8-27, insofar as they read upon the elected species, are 
examined on the merits in this office action. 

Specification 

4. The use of trademarks such as TRAMFLOC, SURFLOC, AQAUMARK, 
SUPERFLOC, TERMAMYL, SPEZYME, CELITE and PHAOCOCELL (for example, on 
pages 15-19) has been noted in this application. It should be capitalized wherever it 
appears and be accompanied by the generic terminology. 

5. Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 
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Claim Objections 

6. Claim 1 0 is objected to because of the following informalities. It is recommended 
that the claim be amended as follows: The term "than10%" should be changed to "than 
10%". Appropriate correction is required. 

Claim Rejections • 35 USC §112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 1-3 and 8-27 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

9. The term "an effective amount" in claim 1 is a relative term which renders the 
claim indefinite. The term "an effective amount" is not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. It is further unclear what effect applicant expects for the "effective amount" to 
achieve. For instance, and effective amount could be 1 mg/g, 10 mg/g or 100 mg/g. 

Claim Rejections - 35 USC § 102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

11. Claims 1-3 and 8-27 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Westerlund et al. (Carbohydrate Polymers, 1993, 20:115-123). The claims are directed 
to a pharmaceutical composition comprising an effective amount of beta (1-3) beta (1-4) 
glucan (referred to as beta-glucan in this office action), specifically wherein the beta- 
glucan has a purity of at least about 75% and contains less than 10% ash impurities, 
less than 10% protein impurities, specifically a purity of 92% and contains less than 
3.5% ash impurities, less than 3.5% protein impurities, and less than 1% lipid impurities, 
and a purity of 5 to 100 NTU, and less than 3.5% protein impurities, and an effective 
amount of a botanical abstract, specifically an extract of oat grain. The claims further 
recite that the beta-glucan is produced according to a method comprising: (i) extracting 
the milled cereal grain or the milled part of the cereal grain with an alkaline solution to 
produce an extract containing at least about 0.4 weight % beta glucan; (ii) removing 
insoluble material, and removing particulate material having a particle size of greater 
than about 0.2 micron from said extract to produce a purified extract; (iii) adding from 
about 10% to about 25% weight/weight (w/w) of a C1-C4 alcohol to the purified extract to 
precipitate the beta glucan; and (iv) isolating the beta glucan. Claims 14 and 15 recite 
that the alcohol of step (iii) of claim 13 is about 10% to about 20% (w/w) of an alcohol, 
specifically ethanol. Claim 16 further limits claim 13 by reciting the limitation that the 
step of removing the particulate material comprises adding a flocculant, a coagulant of 
both a flocculant and a coagulant to the extract to coagulate particulate material having 
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a particle size of greater than 0.2 microns, and removing coagulated material from said 
extract; digesting starch material in said extract; and filtering out particulate material 
having a particle size of greater than 0.2 microns from said extract to produce a purified 
extract. Claim 17 further limits claim 16 by reciting the limitation that the starch material 
is digested with an enzyme. Claim 18 further limits claim 17 by reciting the limitation 
that, prior to digestion of starch material, the alkaline solution is neutralized. Claims 19 
and 20 recite the method of claim 18 wherein, following the digestion of the starch 
material, the enzyme is inactivated, specifically by acidifying the neutralized solution. 
Claims 21 and 22 further limit claim 17 by reciting the limitation that the enzyme is an 
amylase, specifically one which requires a calcium cofactor. Claim 23 further limits 
claim 1 by reciting that the cereal is selected from the group recited in the claim. Claim 
24 further limits claim 13 by reciting the limitation that the pH of the alkaline solution is 
from about 9 to about 10. Claim 26 further limits claim 13 by reciting the limitation that 
step (iii) conducted at a temperature of from about 1 degree C to about 10 degrees C. 
Claim 27 further limits claim 13 by reciting the limitation that the method further 
comprises one or more step of dissolving the isolated beta glucan in an aqueous 
solution, precipitating the beta glucan by adding about 10% to about 25% (w/w) of the 
C1-C4 alcohol to the aqueous solution, and isolating the beta glucan. 
12. Westerlund teaches a composition comprising beta-glucan extracted from oat 
bran (abstract). The glucan of Westerlund has a purity of up to 99% (abstract). 
Because the beta glucan of Westerlund is not 100% pure, the composition would 
comprise another extract from oat, i.e. a botanical extract. Although Westerlund does 
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not disclose the specific percentages of ash, protein and lipid impurities, it can be 
inferred that a composition which is 99% pure would not contain more than 1 % of any 
impurity, and would have the claimed clarity value. Futher, although the methods for 
the production of the composition of Westerlund are not identical to the methods by 
which the claimed composition is made, the composition of Westerland does not appear 
to be different from the claimed composition. Therefore, the composition of Westerlund 
would have the same inherent properties of the claimed composition. 

1 3. Thus, Westerlund anticipates all of the limitations of the claims. 

14. Claims 1-3, 8-10 and 12-27 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Bhatty (5,518,710). The claims are directed to a pharmaceutical 
composition comprising an effective amount of beta (1-3) beta (1-4) glucan (referred to 
as beta-glucan in this office action), specifically wherein the beta-glucan has a purity of 
at least about 75% and contains less than 10% ash impurities, less than 10% protein 
impurities, and a purity of 5 to 100 NTU, and less than 3.5% protein impurities, and an 
effective amount of a botanical abstract, specifically an extract of oat grain. The claims 
further recite that the beta-glucan is produced according to a method comprising: (i) 
extracting the milled cereal grain or the milled part of the cereal grain with an aikaline 
solution to produce an extract containing at least about 0.4 weight % beta glucan; (ii) 
removing insoluble material, and removing particulate material having a particle size of 
greater than about 0.2 micron from said extract to produce a purified extract; (iii) adding 
from about 10% to about 25% weight/weight (w/w) of a C1-C4 alcohol to the purified 
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extract to precipitate the beta glucan; and (iv) isolating the beta glucan. Claims 14 and 
15 recite that the alcohol of step (iii) of claim 13 is about 10% to about 20% (w/w) of an 
alcohol, specifically ethanol. Claim 16 further limits claim 13 by reciting the limitation 
that the step of removing the particulate material comprises adding a flocculant, a 
coagulant of both a flocculant and a coagulant to the extract to coagulate particulate 
material having a particle size of greater than 0.2 microns, and removing coagulated 
material from said extract; digesting starch material in said extract; and filtering out 
particulate material having a particle size of greater than 0.2 microns from said extract 
to produce a purified extract. Claim 17 further limits claim 16 by reciting the limitation 
that the starch material is digested with an enzyme. Claim 18 further limits claim 17 by 
reciting the limitation that, prior to digestion of starch material, the alkaline solution is 
neutralized. Claims 19 and 20 recite the method of claim 18 wherein, following the 
digestion of the starch material, the enzyme is inactivated, specifically by acidifying the 
neutralized solution. Claims 21 and 22 further limit claim 17 by reciting the limitation 
that the enzyme is an amylase, specifically one which requires a calcium cofactor. 
Claim 23 further limits claim 1 by reciting that the cereal is selected from the group 
recited in the claim. Claim 24 further limits claim 13 by reciting the limitation that the pH 
of the alkaline solution is from about 9 to about 10. Claim 25 recites that step (i) of the 
method of claim 1 3 is carried out for a period of 1 5 to 45 minutes. Claim 26 further limits 
claim 13 by reciting the limitation that step (iii) conducted at a temperature of from about 
1 degree C to about 10 degrees C. Claim 27 further limits claim 13 by reciting the 
limitation that the method further comprises one or more step of dissolving the isolated 
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beta glucan in an aqueous solution, precipitating the beta glucan by adding about 10% 
to about 25% (w/w) of the C1-C4 alcohol to the aqueous solution, and isolating the beta 
glucan. 

15. Bhatty teaches a composition comprising beta-glucan extracted from oat bran 
(col. 5, line 50-col. 6, line 22). The glucan of Bhatty has a purity of at least about 80% 
and contains 0.5% nitrogen and about 3.7 percent ash (col. 9, table III). Because the 
beta glucan of Bhatty is not 100% pure, the composition would comprise another extract 
from oat, i.e. a botanical extract. Although Bhatty does not disclose the specific 
percentages of protein and lipid impurities, the method of making the beta-glucan in the 
composition of Bhatty is nearly identical to the disclosed method of producing the 
claimed composition. Therefore, the composition of Bhatty would have the same 
inherent properties of the claimed composition. Specifically, Bhatty teaches that the 
beta glucan (including beta (1-3) beta (1-4) glucan; col. 2, lines 40-43) is extracted from 
milled cereal grain (including cultivars of oat; col. 2, lines 37-39; col. 3, lines 12-21) 
comprising extraction with an alkaline solution with a pH from 8-14 (col. 3, lines 22-26), 
removing insoluble (particulate) material by centrifugation, dialysis or filtration (note that 
the particles of Bhatty would inherently be larger than 0.2 microns; col. 3, lines 46-48), 
adding about 20% to about 90% alcohol (including the Ci to C 4 alcohols methanol, 
ethanol, propanol and butanol; col. 3, line 63-col. 4, line 5), and isolating the beta- 
glucan (col. 4, lines 5-8). The extract produced by the initial extraction with an alkaline 
solution of Bhatty would inherently contain from at least about 0.04 to about 1 .3% beta 
glucan, because Bhatty discloses the use of cereals and milled cereal grains as starting 
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materials which comprise from about 6.6 to 13.4% beta glucan, and that about 63-95% 
of the beta glucans are extractable, therefore the starting materials contained from 
about 4.2-12.7% extractable beta glucans (63% of 6.6% is about 4.2%, and 95% of 
13.4% is about 12.7%; Tables II and IV); the cereal to solvent ratios used range from 
1:10 to 1:100, therefore the alkaline extracts would contain about 0.04-1.3% beta 
glucans (4.2% divided by 100 is about 0.04%, and 12.7% divided by 10 is about 1.3%; 
col. 3, lines 38-44); since the extract of Bhatty is produced by the methods claimed in 
the instant application, the extract produced by Bhatty would have inherently contained 
beta (1-3) beta (1-4) glucan within the claimed range. Bhatty teaches that the step of 
removing particulate material can comprise the addition of a flocculant and/or coagulant 
to coagulate particulate material, which would have a particle size of greater than 0.2 
microns (an acid is used as the coagulant/flocculant; col. 3, lines 48-54), removal of 
particulate material from the extract by centrifugation (col. 3, lines 52-54), digestion of 
starch material in the extract using an enzyme (col. 3, lines 53-56) and filtering out of 
particulate material from the extract (col. 3, lines 63-65). Bhatty teaches that the pH of 
the alkaline solution can be adjusted to about 7 (neutral) prior to enzymatic digestion 
(col. 3, lines 48-56). Bhatty teaches that step wherein the alcohol is added to the beta 
glucan extract can be conducted at 4 degrees C (Fig. 1 , step 7). Bhatty teaches the 
further step of dissolving the beta glucan in an aqueous solution and precipitating again 
with alcohol and isolating the beta glucan by centrifugation (Fig. 1 , step 9). Although 
Bhatty does not teach the inactivation of the amylase, specifically one which does not 
require a calcium cofactor, using an acid, or the claimed period of extraction by which 
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the claimed composition is produced, the composition of Bhatty appears to be identical 
to the claimed composition. 

16. Therefore, Bhatty anticipates all of the limitations of the cited claims. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheridan R. MacAuley whose telephone number is 
(571) 270-3056. The examiner can normally be reached on Mon-Thurs, 7:30AM- 
5:00PM EST, alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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/Ruth A Davis/ 

Primary Examiner, AU 1651 



